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DETAILED ACTION 

Claims 1-35 are currently pending in the instant application. 

Information Disclosure Statement 

Applicant's Information Disclosure Statements, filed on 8 June 2005, and 12 
January 2006 have been considered. Please refer to Applicant's copies of the PTO- 
1449 submitted herewith. 

Priority 

This application is a 371 of PCT/JP04/1 1546 filed on 1 1 August 2004, and claims 
the benefit of Japan Patent Application 2003-293056, filed on 1 3 August 2003. The 
priority of PCT/JP03/15229 filed on 28 November 2003 is not acknowledged 
because it does not meet the requirement of 35 USC 119 (a-d). 

Response to Lack of Unity 

The response to the restriction request with provisionally election of Group III 
(claims 1-9, and 25 without traverse by Applicants' representative, Donald R. 
Studebaker dated on 25 October 2006, has been considered. Due to many prior art 
hits within the elected scope of invention, Applicant further provided the most significant 
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associated definitions related to substituents m as 1-4, A and X is N, Y is CH and Z is O 
or S dated on 1 3 December 2006 for further search and examination purpose. 

Status of the Claims 

Claims 10-24, and 26-35 are withdrawn from further consideration by the 
Examiner as being drawn to non-elected inventions under 37 CFR 1.142(b) due to the 
restriction requirement dated on 25 October 2006. The withdrawn subject matter is 
patentably distinct from the elected subject matter as jt differs in structure and/or 
element and would require separate search considerations. In addition, a reference that 
anticipates one invention would not render obvious the other invention. 

Elected Subject Matter 

The scope of the invention of the elected subject matter is as follows: 

A compound, a salt or solvate thereof of Formula (I) 



/- A Hf M = CH t< 



m 

V 



Sr s, wherein: 




A is z j wherein X is N, Y is CH, and Z is O or S; 

D is O or S; E is N; m is 1; 

R 1 and R 2 are hydrogen, or C«m alky'; 

R 4 and R 5 together form a benzene ring which is optionally substituted with one to four 
substituents selected form N0 2 and 0-Ci- 4 alkyl, wherein the Ci_ 4 alkyl is optionally 
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substituted with halogen(s), or phenyl, with the proviso that when m is 0 and when R 4 
and R 5 , together, form a benzene ring, the ring A is not a benzene ring. 

As a result of the election and the corresponding scope of the invention identified 
supra, the remaining subject matter of claims 1-9 and 25 are withdrawn from further 
consideration pursuant to 37 CFR 1.142 (b) as being drawn to non-elected inventions. 
The withdrawn compounds and process of use contain method claims and compounds 
with varying functional groups, which are chemically recognized to differ in structure, 
function, or reactivity. 

Therefore, claims 1-9 and 25 will be examined on the merits. 

Specification 

The first paragraph of the specification does not contain continuing data to which 
the instant specification claims benefit from. An appropriate amendment is required. 

The disclosure is objected to because of the following informalities: the 
disclosure contains non-English phrases, such as definition of compounds of BF-255, 
256 and 257 on page 31-32 of the Specification. Applicant needs to correct all related 
errors. Appropriate correction is required. 

Claim Objections 

Claim 1 is objected to because of the following informalities: impropriate 
Markush claim of R 4 and R 5 on lines 14-15 of page 94 of the specification "...O-C^ 
4 alkyl, wherein the Ci_ 4 alkyl is optionally substituted with halpgen(s), and phenyl, with 
the proviso that when m is 0 and...", "and" should be "or". Appropriate correction is 
required. 
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Claim 3 is objected to because of the following informalities: compound codes 
such as BF-185, and BF-187 should not be in claim. Chemical name or formula is 
allowed in claim. Appropriate correction is required. 

Claims 1-9 and 25 are objected to for containing elected and non-elected subject 
matter. The elected subject matter has been identified supra. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The term "the compound is labeled" lacks of definition in the 
specification, and render indefinite. 

Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The term "radionuclide" lacks of definition in the specification, 
and render indefinite. 

Claim Rejections - 35 USC § 102(b) 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-9, and 25 are rejected under 35 U.S.C. 102 (b) as being anticipated by 
Oehlschlaegeretal., U.S. Patent No. 3,816,138. 

Applicants' claims relate to a compound, a salt or solvate thereof of Formula (I) 



A is z , wherein X is N, Y is CH, and Z is O or S; 
D is 0 or S; E is N; m is 1; 
R 1 and R 2 are hydrogen, or C1-4 alkyl; 

R 4 and R 5 together form a benzene ring which is optionally substituted with one to four 
substituents selected form N0 2 and 0-Ci_ 4 alkyl, wherein the d- 4 alkyl is optionally 
substituted with halogen(s), or phenyl, with the proviso that when m is 0 and when R 4 
and R 5 , together, form a benzene ring, the ring A is not a benzene ring. 



Oehlschlaeger et al. disclose a compound CH 3 
(CAS CN 41474-49-1) in column 11 as compound 38 in U.S. Patent No. 3,816,138. 
This compound reads on the instantly claimed genus as a salt of the claimed 
compounds of Formula (I), wherein: 




R s, wherein: 



X Y 




CH 3 





D is S; E is N; m is 1; 
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R 1 and R 2 are d^alkyl; 

R 4 and R 5 together form a benzene ring which is optionally substituted with one N0 2 . 



The following is a quotation of 35 U.S.C. 1.03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-9, and 25 are rejected under 35 U.S.C. 103 (a) as unpatentable over 
OehlschlaegeretaL, U.S. Patent No. 3,816,138. 

Applicants' claims relate to a compound, a salt or solvate thereof of Formula (I) 



Claim Rejections - 35 USC § 103 




R s, wherein: 
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A is z , wherein X is N, Y is CH, and Z is O or S; 



D is O or S; E is N; m is 1; 

R 1 and R 2 are hydrogen, or d- 4 alkyl; 

R 4 and R 5 together form a benzene ring which is optionally substituted with one to four 
substituents selected form NO2 and O-Ci^alkyl, wherein the Ci^alkyl is optionally 
substituted with halogen(s), or phenyl, with the proviso that when m is 0 and when R 4 
and R 5 , together, form a benzene ring, the ring A is not a benzene ring. 
Determination of the scope and content of the prior art (MPEP §2141.01) 



Oehlschlaeger et al. disclose a compound 
(CAS CN 41474-49-1) in column 11 as compound 38 in U.S. Patent No. 3,816,138. 
This compound is related to the instantly claimed genus as a salt of the claimed 
compounds of Formula (I). 

Ascertainment of the difference between the prior art and the claims (MPEP §2141.02) 
The difference between the Oehlschlaeger compound and the instantly claimed 
compounds, is that the prior art teaches a compound with R 1 and R 2 are both methyl 
group, and does not teach the compounds having R 1 and R 2 as hydrogen or C 2 - 4 alkyl 
group. 

Finding of prima facie obviousness-rational and motivation (MPEP §2142-2413) 
The instantly claimed compounds would have been obvious over 
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The prior art compounds, wherein R 1 and R 2 is CH 3 vs. hydrogen or C 2 -4 alkyl, because 
one skilled in the art would have been motivated to prepare homolog of the compounds 
with R 1 and R 2 as Ci_ 4 alkyl with the expectation of success. To those skilled in the 
chemical art, one homologue is not such an advance over adjacent member of series as 
requires invention because chemists knowing properties of one member of series would 
in general know what to expect in adjacent members. In re Henze, 85 USPQ 261 
(1950). Therefore, the instant claimed compounds would have been suggested to one 
skilled in the art. 

Claims 4-9, and 25 are rejected under 35 U.S.C. 103 (a) as unpatentable over 
Oehlschlaeger et al., U.S. Patent No. 3,816,138. 

Applicants' claims relate to a compound, a salt or solvate thereof of Formula (I) 



A is z , wherein X is N, Y is CH, and Z is O or S; 
D is O or S; E is N; m is 1; 
R 1 and R 2 are hydrogen, or C1-4 alkyl; 

R 4 and R 5 together form a benzene ring which is optionally substituted with one to four 
substituents selected form N0 2 and O-Ci^alkyl, wherein the Ci^alkyl is optionally 
substituted with halogen(s), or phenyl, with the proviso that when m is 0 and when R 4 
and R 5 , together, form a benzene ring, the ring A is not a benzene ring. 




R 5, wherein: 
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Determination of the scope and content of the prior art (MPEP §2141.01) 

\ 
N 

Oehlschlaeger et al. disclose a compound ch 3 
(CAS CN 41474-49-1) in column 11 as compound 38 in U.S. Patent No. 3,816,138. 
This compound is related to the instantly claimed genus as a salt of the claimed 
compounds of Formula (I). 

Ascertainment of the difference between the prior art and the claims (MPEP §2141.02) 
The difference between the Oehlschlaeger compound and the instantly claimed 
compounds, is that the prior art teaches a non-radio labeled compound, and does not 
teach the compounds with radio labeled. However, radio labeled a known compound is 
obvious to one skill in the chemical art. For example, GE Healthcare provides custom 
label service to scientists, and the methods are well-known in the art (see GE- 
Healthcare catalog). 

Finding of prima facie obviousness-rational and motivation (MPEP §2142-2413) 

The instantly claimed compounds would have been obvious over the prior art 
compounds, because radio-labeling a known compound is obvious to one skill in the 
chemical art. For example, GE Healthcare provides custom label service to scientific 
community, and the methods are well-known in the art (see GE Healthcare catalog). 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
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and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-9, and 25 of this application conflict with claim 1 of Application No. 
1 0/524,691 filed on 29 August 2003. 37 CFR 1 .78(b) provides that when two or more 
applications filed by the same applicant contain conflicting claims, elimination of such 
claims from all but one application may be required in the absence of good and 
sufficient reason for their retention during pendency in more than one application. 
Applicant is required to either cancel the conflicting claims from all but one application 
or maintain a clear line of demarcation between the applications. See MPEP § 822. 

Claims 1-9, and 25 provisionally rejected on the ground of nonstatutory double 
patenting over claim 1 of copending Application No. 10/524,691. This is a provisional 
double patenting rejection since the conflicting claims have not yet been patented. 
The subject matter claimed in the instant application is fully disclosed in the referenced 
copending application 10/524,691 and would be covered by any patent granted on that 



, copending application since the referenced copending application and the instant 
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application are claiming common subject matter, as follows: the co-pending Application 
10/524,691, Formula (I) of claim 1 conflicts subject matter with the instant application, 
wherein m=1-4, A is ring (ii), R 3 is NH 2 , NH(C r4 alkyl), N(C 1 - 4 alkyl) 2 ,Ri and R 2 together 
form benzene with substituents of R 4 . 

Conclusion 

Claims 1-9 and 25 are rejected. 
Claims 1-9 and 25 are objected. 

Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong Chu whose telephone number is 571-272-5759. 
The examiner can normally be reached between 7:00 am - 3:30 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph K. M-Kane can be reached on 571-272-0699. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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